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CLINICAL PHARMACOLOGY & BIOPHARMACEUTICS REVIEW
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BRAND NAME: Nutropin AQ
GENERIC NAME: Somatropin (rDNA origin) for injection
REVIEWER: Robert M. Shore, Pharm.D.
SPONSOR: Genentech, Inc.,
South San Francisco, CA
TYPE OF SUBMISSION: Labeling for Pubertal dosing
SUBMISSION:

A supplement providing clinical data to support new dosing of Nutropjn pubertal patients was submitted
under NDA 19-676/SE2-016 on 11-JUN-99. Since Nutropin and Nutropin AQ have been found to be
bioequivalent, this Nutropin AQ submission seeks to change labeling based on the Nutropin submission.

The proposed labeling changes are in the ‘Efficacy Studies’ and ‘Dosage’ sections only. The data
collected in the Nutropin study were clinical endpoints, including final height, growth rate, and IGF-1 levels;
no pharmacokinetic data for growth hormone had been collected in the study.

As with the Nutropin NDA, a formal review of this Nutropin AQ submission by The Office of Clumcal :
Pharmacology and Biopharmaceutics is not necessary.
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